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Mediciual produet:
Ao pevosinag
Active ingredient:
Feeerpaniiine pocuineenirs:
Regivtration Certificate!
Hivzwain 52 pppebpEnrpo Xe:
Ceprudiear GMP Re:
Bapofunk:

Ajipeca supofonra:
Munufactured biy:
Address of manufacturer:
Cepis: Me 1004113

Poaip cepil: 6666y,
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CERTIFICATE OF QUALITY

AR NE HHIFG2400083 1
Jara/Date 20072024
rabacren, pepwd ofoaenkem, no 500 sy, o 10 raduerox y Gaicrep; no ¢ Guicrepis v
rapromiil yuakosni
conted tabiets, 500 my, 10 tablets ave in blisters 6 hlisters are in 4 carton package.
TPABLKTISIOBOT Krea01n S0 mr
Franexanic Acid 300 mg
Ne UAZL4285000/01 nin 22.04.24, peectpauiline nocsiascuns aic j1o: neabyewennil
Xe UASLA2I501/01,  22.04.24; Registrafion Cortificnde validity is unbtimited
Rajizasd
G42/2024/GMD
Kycys Reorrxigep Hot Hea, Liis
CT1-289 (A), PITKO Tupaerpian apea, Yonauri, Sxinazd, Aler, Annap {Papacoan), Lois
Kusunt Healtheare Pyt L, Tndia
$1-289 (A), RIICG Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Hora pir; 0512024 Jiitcinrii no: 04/2027

Batch: Batch Size: DML DA
Ne il¥ipa toxarunkin Baxorie PesyantaTi auaaiin
Name Index Regubrenients 12esulls of analyses
b Omne Kpyrni paoonyesi Tabremiay, skmod ofosoukee Ginero ; Blanosipes
KOABDRY, UIRANETLR 3 060X Goxiu,
Beseription White, circular, biconvex film coated tablets, plain on both | Comiplies
sides,
1§ laewrninanin Yne yrphaynamis ocHORHGUO THRY e xposarorpadax | Bimnozimac
QUNPOBYVEMIoZ0  PUSNWIY TR EMONOGpINNOZ0  O3HUIY,
OTPHMANIL 8 YMOBAX  KiNRKIGHOTO  BHIHQCENE, Mac
CIBNALNTI,
1Y~ cmektp, AcHiGKYSAMOTO spaiky, nossuen Marn | Dinronitec
cRiBTALI NOSOKEHIN CMYT TOFAHIEAHTN 3 HOHOKCHINN
CMYT TONIHNANEN CIOKTRY pofiolioss CRANOpRIHO:D SPaskY
P KTAMORNT KHCIomuU
YInopesun HoncTop0-ClIHE000 300apBACIiIA Bianosiac
Tdentificalion I the Assay test, the retention time of the major component in | Complies
the chromatogram of Test Solution is concordant 1o that in the
clhiromaiogram of Stundard Sclution.
‘The IR spectrum of test smmple matches with the IR specirum | Complies
of Tranexamic acid working standard.
A dark bleish violet color is produced. Comnlies m
3 | Cepeans saca 430 mr42% 6253 mr

Averupe weipht

63 mp 2% 6253 ma

4| Omnopinniers 10306NMIX OIS

Elniformity of dosage units

AV <L, ae L1=15.0 Bigrionipae

AV =i, Li=150 Complies

5 | Pommaganns

Disintegration

e Ginbuge 30 xu 8 21 cex

NMT 30 min $ min 21 sec

G 1 Pornmcenns

Dissolution

98.7% - 100.9%
98.7% - {00.9%

Hi ssenne 80 % (Q) 30 34 xp

NLT 80 % {0} in 30 min

7 | Cyuponizni aesinr

TTe wismaenye
He nisgnrieso
Linsrne 3sevki
irtropyYIraIIL
Eleue stexi
HHOPYANNNA

HAomitxa A e Giasme L0 %,
Hoasfua B2 ue Glane 0,5 %.
Jloasiuke Cue Giare 0,1 %,

Heawinwa 1 we Gimaue 001 Y.
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Factory : SP 289 {A), RUCO Indi. Area, Chopanki, Bhiwadi, Disit. Alwar, Rajasthan (India), Ph ; +91-1493-298232/33/34/35
Email : info@kusum.com, Website | www.kosumbeaithcare.com
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Kusum Healthcare Pot. Lid . B\ o

Jlikapenknii sacif: B}/{j]‘AHOJ]_% rabaeksi, wspuri oGoaeiromn, e 3040 pmr, wo 16 rabnerox ¥y ﬁ:lib'l‘epi; oD G nicTepin y
Kaprouniit ynakoani

Medicinal product; VIDANOL® conted taliets, 500 g, 10 fablefs are in blister; 6 blisters are in a earton package.

Cepis: Ne 1004113

Batch:.
Kodcua neidenmucpicoaina dominexa: ne diswwe 0,1 %0 Te poisne)io
Cyared doatiax: ne Giase 1,5 % Hirxne yexi
ITHOPYBAHA

Related substances Tmpuerity-A: WMT 1.0 % ol detectod
frpueriy- By NMT 0.5 % ot detecied
B i-C NMIT 0.1 % Below disregard Lt
Dnpatrify- D: NMT 0.1 % Below disregard limit
Indivichial wnknown Inpurity: NMT 0.1 % Mot deteeted
Tatal impurities: NMT 1.5 % Below distegard imit

8 | Kinxicne suznayenns W sunyery:

iz 95 % 2o 105 % mpevexcasonol koot » ralaenw (wig | 97.09%
FALBNCHOIY BMICTV)
It Teprmin mpngarioeri:
Bin 93 % go 105 % Tpanexcamopol kucaorh p rafaeny (pin
JWIBREHOIO BMiCTY)

Assay Finished product: 95-105 % of trancxamic acid of LC. 97.05%

. Shelf life: $5-105 % of sranexamic acid of LE.
9 ] 3amnsosi KibpROeTI opraniynnx Isonponineonuil coupr — ne Ginswe 5000 ppin 421 ppim
pryRHNI Kin
Residual solvents Isepropy! alcoliol: NMT 3000 ppm 421 npm
10 | MixpoBGionariapa angrota ¥ Jaranpya Kisnxicts aepolaBR Mikpooprarizyis (TAMC) ne

Ginbite 10% KYO/r
Zaransua KinLKIGTs APHKAKoHX i naiceresny rpnsGis
(TYMC) ne Gisne 10?2 KYO/r
Bineyruicrs Escherichiv coliv | r apetapary.

Microbiological purity* TAMC - NMT 107 c¢fu per T gim Not reguired
TYMC - NMT 10%cfuper T gm
Escherichio coli should be abgent per | g,

* Teck BHKaHyerhe Ann neptinx 10-n tepill, notiv just kowhet 20-7 cepii, atio oauy pas wa pik.
* Microbial purity will be performed un first ten commercial batches thereafler af every 20% balch or once in a year which comes eardier,

BHUCHOBOK:  Cepis No 1004113 nijosizae suMorad MI PITNe DA/14215/01/01
CONCLUSION: Bateh Mo 1004143 complies with the requirements of MQC RC MNe UA/14215/01/01
7| 03 202 4
rorbapy, Podrallc
AFIANI BHIKOHAR BATA 20[¥H204.
(ANALYSED BY) (DATEY

Kosenrapi: nemae

Commenis: po

Jasea npo ceprrhicanio: «kifienny g sacobruyn, o nasegena suue indopManin € xocronipuow i Youmowo, Ua cepin
MPoAY KLY §yaa sHroToRaena {RKAIYAIDYH YHAKOBKY / MapKyBARHS) | NPoBefeno KONTPoID i1 SKOCTT 41 BMIMEIrafan oazy
nipnpureacret B nosniil siauosianocri 3 Bsoramn, sazaauenumi 3 TN nacranesi GMP, savoepmxeniii Minicrepernom

OXOPOBY 3H0proR'E ¥patnu, | 3 sAMoranM pecerpantiniore pocke xpainu npiznauennn. Iporokoesn supoduunrea,
YRAKOEKH T2 auanisis v neperasuyTi i seTanoneno ix pintosinsiers Bumoram GMPy.
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Factory : SP 289 (A), RIICO Indl, Area, Chopanki, Bhiwadi, Dislt. Alwar, Rajasthan (India), Ph: +91-1493-298232/33/34/33

Email @ info@kusum.com, Website : www lusumhealtheare.com
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Kusum Healthcare Pot, Lid.

Jikapesknlt sqeis; BHIAHOJEE  rabnerion, separi gforonron, 10 500 s, fio 16 radneror y Snietepi; o 6 Gaierepin y
Kaproamis yuakonni '

Medicinal product: VIDANOLS# couated (ablets, 360 wmg, 10 tablels are in blister; 6 blisters areina carton package,

Cepin: Mo 1004113

Balgh:

Certification statement: «On this I certify that the above-mentioned inforniation is true and-accurate. This product bateh way
produced {(inchuding packaging / labefing) and conducted for its quality contrel at thé abeve-mmentioned manufacturer
according to specified in the corrent GMP guidclines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossicr of the destinafion country. Records of manufacturing, packaging and apalysis were
reviewed and determined for their compliance with the GMDP requirementsy,

Kopinuuk rpyity KOUTRORIO AKOCT Ynosponaskena  ocofa, 1o saiHcHoe
Quality control group manager ceprudikaniio cepii
Qualified Person certifying the balch.
Int's Ta npisense Iat's vt ipismiule
(Name) A r&ehid (Name) @ '
Mignne /{gafﬂ : Ttianuc "/j "
(Signature) (Signatur) {5
Tara ninnucars ”‘"—T oL Hara nignuecanns
{Date of signature) 0 E OC[" 2024 (Dale of signature)

Page No. 3 of 3

Faclory : SP 289 (A), RIICO lIadl. Area, Chopanki, Bhiwadi, Distt. Alwar; Rajasthan (India), Ph: +91-1493-298232/33/34/35
Erail 1 info@kusum.com, Website @ www.kusumhsalthcare.com
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